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DETAILED ACTION 
Status 

Claims 6, 10-15 and 21-26 are pending in the application. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 6, 10-15, 21-26 are rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The claims are pointed out individually below. 

Claim 24: "a support having first and second ends" it is unclear to define an end 
on a support that has 6 sides (flat support: top side, bottom side, left side, right side, 
upper surface, lower surface) Claim 24: "and electrode array", it is unclear to define two 
pair of electrodes and call it an array. 

Claim 24: "a spacer having individual members" is unclear. Claim 2 spacers that 
cooperate with each other to define a capillary channel that extends between the two 
spacers. 

Claim 24: "a cover cooperating with support to define a capillary channel 
extending between the individual members" The cover and the support only define 2 
sides of the channel. The other two sides come from the spacers. The applicant claim 
needs to state this. 
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Claim 24: "the channel having opposite ends" It is unclear and indefinite to claim 
a channel having opposite ends. Where does a channel end? 

Claim 24: "a concave inlet extending from the first end of the support and being 
positioned between opposite ends of the channel" It is unclear and indefinite to claim a 
concave inlet extending from a first end, what first end? Where on the support? The 
applicant needs to define the positioning and orientation of the inlet with respect to the 
channel that is defined by the support, cover and two spacers. The inlet is the channel? 

Claim 24: "each electrode array being positioned in the channel adjacent to one 
of the opposing ends" What opposing ends? Adjacent to what? The electrode arrays 
are just two electrodes connected to each other to make a couple or pair of electrodes 
not an array. 

Claim 25: "a support having first edge" It is unclear to define an edge on a 
support that has 6 sides (flat support: top side, bottom side, left side, right side, upper 
surface, lower surface). 

Claim 25: "first and second electrode sets positioned on the support spaced 
apart from one another" Where on the support and what orientation are the electrodes 
related to each other. It is unclear and indefinite. 

Claim 25: "a spacer having individual members" is unclear. Claim 2 spacers that 
cooperate with each other to define a capillary channel that extends between the two 
spacers. 
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Claim 25: "a cover having a second edge and extending across the first and 
second electrode sets," A cover has multiple edges, like a substrate defined above. It 
is unclear and indefinite to claim an edge on a cover. It is more than likely that the edge 
is not extended across the first and second electrode, it would be a plane of the cover 
and not an edge. 

Claim 25: "the cover cooperating with support to define a generally linear 
capillary channel extending between the individual members" The cover and the 
support only define 2 sides of the channel. The other two sides come from the spacers. 
The applicant claim needs to state this. A generally linear channel is unclear and 
indefinite. 

Claim 25: "the channel having opposing first and second ends and an inlet 
aligned with the first edge of the support and the second edge of the cover" How does 
a channel have opposing first and second ends if it is not a totally closed channel, 
sounds more like a chamber, it is unclear and indefinite. First edge of the support and 
the second edge of the cover is unclear and indefinite, where are the spacers in this 
orientation? 

Claim 25: "between the ends of the channel" What is this referring to? 

Claim 25: "and between the first and second electrode sets" again what is this 
referring to, it is unclear and indefinite. 

The biosensor needs to show communication between each object in a clear and 
concise manner in which one of ordinary skill in the art would be able to have a clear 
understanding of invention. 



Application/Control Number: 09/866,030 Page 5 

Art Unit: 1743 

Claim 26 has the same problems as mentioned in claim 24 and claim 25. It is 
entirely unclear and indefinite as a whole. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 6, 10-15, 21-26 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Nankai (USPN 5,120,420). 

Nankai teaches a biosensor that comprises a support substrate (1), electrodes 
positioned on the support substrate (2,3,3') and electrode system (4,5,5'), an insulating 
layer (6), a reaction layer (14) composed of an enzyme and an electron acceptor and 
being provided thereon with a space (8, channel) defined by a spacer (7) with members 
(fig.4 U shaped), an a cover (9). When the support substrate, spacer and members, 
and cover are sandwiched together a channel (8) is formed (fig. 4-6). When a biological 
sample solution is brought into contact with the inlet (10) of the biosensor, the sample 
solution is introduced into its insides through inlet (10) wherein the sample fills the 
space (8). The cover 9 posses a hole having a diameter of 2 mm and forms a 
discharge port (outlet) 1 1 . With regards to claim 4-6, the claims only require that the 
spacer have members. The broadest possible reading on this would be a spacer layer 
that has members formed from an original spacer (fig.4). In Fig. 4, there is a U shaped 
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spacer. The base part of the U would be member 1 , the left part of the U would be 
member 2, and the right part of the U would be member 3. Claim 6 requires that a the 
second and third members are spaced apart, Fig 4 shows this configuration and further 
a channel (8) extends between the first, second, and third members. Fig 12 shows 
further embodiments of the spacer layer and multiple members to create multiple 
channels. 



Response to Arguments 

Applicant's arguments filed 8/26/05 have been fully considered but they are not 
persuasive. Applicant's arguments do not comply with 37 CFR 1 .1 1 1 (c) because they 
do not clearly point out the patentable novelty which he or she thinks the claims present 
in view of the state of the art disclosed by the references cited or the objections made. 
Further, they do not show how the amendments avoid such references or objections. 

Applicant argues, "It is submitted that the resulting modification proffered by the 
rejection fails to show or suggest a device as recited in claims 24, 25 and 26." This 
argument is applied to claim 25 and 26, so all three will be addressed together. The 
case law applied in the rejection states that it would have been obvious to one having 
an ordinary skill in the art to change the shape of an object. The spacer of Nankai 
performs the same function of the spacer in the instant application, it provides 2 sides of 
a channel in which a fluid flows there through, the other sides of the channel are 
provided by the cover and the substrate. Regarding the applicant's arguments directed 
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to the 1 12 rejections. The Examiner respectfully disagrees with the applicant's 
arguments, specifically citing In re Wakefield in the arguments. The Examiner's focus 
during examination of claims for compliance with the requirement for definiteness of 35 
U.S.C. 112, second paragraph, is whether the claim meets the threshold requirements 
of clarity and precision, not whether more suitable language or modes of expression are 
available. When the Examiner is satisfied that patentable subject matter is disclosed, 
and it is apparent to the Examiner that the claims are directed to such patentable 
subject matter, he or she should allow claims which define the patentable subject matter 
with a reasonable degree of particularity and distinctness. The essential inquiry 
pertaining to this requirement is whether the claims set out and circumscribe a particular 
subject matter with a reasonable degree of clarity and particularity. Definiteness of claim 
language must be analyzed, not in a vacuum, but in light of: 

(A) The content of the particular application disclosure; 

(B) The teachings of the prior art; and 

(C) The claim interpretation that would be given by one possessing the 
ordinary level of skill in the pertinent art at the time the invention was made. 

If the language of the claim is such that a person of ordinary skill in the art could not 
interpret the metes and bounds of the claim so as to understand how to avoid 
infringement, a rejection of the claim under 35 U.S.C. 112, second paragraph, would be 
appropriate. See Morton Int 'I, Inc. v. Cardinal Chem. Co., 5 F.3d 1464, 1470, 28 
USPQ2d 1190, 1195 (Fed. Cir. 1993). 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Samuel P. Siefke whose telephone number is 571-272- 
1262. The examiner can normally be reached on M-F 7:00am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on 571-272-1700. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Sam P. Siefke ^ \ 




Supervisory Patent Examiner 
Tecnjj&logy Center 1700 




November 10, 2005 



